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Art Unit: 1651 

DETAILED ACTION 
Status of Application 
Claims 1-14 are pending in the current application. 

Specification 

The title of the invention is not descriptive. A new title is required that is clearly indicative of the 
invention to which the claims are directed. The following title is suggested: ANTI-DIARRHEA 
COMPOSITION CONTAINING GLUT AMINE. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1 & 4-13 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

Applicant's claim 1 is directed to a composition suitable for mammalian oral ingestion in a 
mammal having GI tract inflammation comprising an anti-diarrhea effective amount of glutamine, 
fermentable fiber(s), antioxidant(s), and omega-3 fatty acid(s). It is unclear what amount comprises an 
effective amount of the listed ingredients. 

Applicant's claims 4-13 use the notation "wt %" to describe the percent by weight the respective 
ingredients are present in the composition. It would be more appropriate and clear to say "percent by 
weight" or "% (w/w)" or "% by wt." 
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Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis 
for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-3, 5, 7, & 14 are rejected under 35 U.S.C. 102(b) as being anticipated by Shields, Jr. et 
al (US Patent 6,156,355). 

Applicant's claim 1 is directed to a composition suitable for mammalian ingestion in a mammal 
having GI tract inflammation comprising an anti-diarrhea effective amount of glutamine, fermentable 
fiber, antioxidants, and omega-3 fatty acids. Claim 2 requires the mammal to be a dog or a cat. Claim 3 
requires the composition to be administered in the diet of a dog or cat. Claim 5 requires the composition 
of claim 3 to contain fermentable in an amount of about 0.5 to 20% wt of the diet. Claim 7 requires the 
composition of claim 3 to contain omega-3 fatty acids in an amount of about 0.1 to about 3% wt. Claim 
14 is directed to a method for managing diarrhea in a mammal having a GI tract inflammation, 
comprising orally administering to the said mammal a composition of an anti-diarrhea effective amount of 
glutamine, fermentable fiber, antioxidants, and omega-3 fatty acids. 

Shields, Jr. et al teach a dog food composition, comprising antioxidants, omega-3 fatty acids, and 
fermentable fiber (See col. 5, In 61- col. 6, In 23 & col. 6, In 41-52). Shields, Jr. et al further specialize 
this generic composition for specific breeds/types of dogs, and their individual requirements and needs. 
The 'Herding Diet' comprises rice fruit and vegetable fibers, which provide fermentable fibers as well as 
antioxidants (See col. 1 1 , In 25-3 8 & col. 23, In 4-14), omega-3 fatty acids (See col. 9, In 48-5 1 & col. 1 1 , 
In 53-54), and glutamine (See col. 12, In 1 1-15) (Claims 1-3). The composition is intended to be fed as 
the main diet of dogs in this 'Herding Group' (Claims 2-3). In particular, the diet contains a max of 4.0% 
fiber and 0.2% minimum of omega-3 fatty acids (See 'Analysis' col. 23); however the amount of fiber 
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can range from 0.5-10%, and the amount of omega-3 fatty acids can be from 1.1-5.6% (See col. 6, In 24- 
29 & In 49-52) (Claims 5 & 7). The 'Herding Diet' is specially formulated for dogs that are prone to 
chronic GI inflammation and diarrhea; it is designed to be fed to dogs as a means of controlling GI 
inflammation and diarrhea (See col. 1 1, In 18-28) (Claim 14). 

Claims 1-3, & 14 are rejected under 35 U.S.C. 102(b) as being anticipated by Chandler (In 
Practice, 2002). 

Applicant's claim 1 is directed to a composition suitable for mammalian ingestion in a mammal 
having GI tract inflammation comprising an anti-diarrhea effective amount of glutamine, fermentable 
fiber, antioxidants, and omega-3 fatty acids. Claim 2 requires the mammal to be a dog or a cat. Claim 3 
requires the composition to be administered in the diet of a dog or cat. Claim 14 is directed to a method 
for managing diarrhea in a mammal having a GI tract inflammation, comprising orally administering to 
the said mammal a composition of an anti-diarrhea effective amount of glutamine, fermentable fiber, 
antioxidants, and omega-3 fatty acids. 

Chandler teaches diets for dogs and cats for the treatment and control of gastrointestinal diseases, 
which result in symptoms such as diarrhea. Chandler et al teach that a diet which comprise fermentable 
fibers, omega-3 fatty acids, antioxidants, and glutamine can benefit an animal with a stressed 
gastrointestinal tract (See Pg. 529, col. 2-Pg. 533, col. 1) (Claims 1-3). Chandler teaches a diet 
comprising these ingredients can be used as a treatment for gastrointestinal diseases (See especially Pg. 
533) (Claim 14). Therefore the reference anticipates the claimed subject matter. 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 1 02 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over Shields, Jr. et al (US 
Patent 6,156,355), in view of Wadsworth et al (US Patent 6,737,089 (US 2002/082276 Al)), and 
Klimberg et al (Arch Surg, 1990). 

Applicant's claim 1 is directed to a composition suitable for mammalian ingestion in a mammal 
having GI tract inflammation comprising an anti-diarrhea effective amount of glutamine, fermentable 
fiber, antioxidants, and omega-3 fatty acids. Claim 2 requires the mammal to be a dog or a cat. Claim 3 
requires the composition to be administered in the diet of a dog or cat. Claim 4 requires the composition 
of claim 3 to contain glutamine in an amount of about 0.1 to 5% wt. Claim 5 requires the composition of 
claim 3 to contain fermentable in an amount of about 0.5 to 20% wt of the diet. Claim 6 requires the 
composition of claim 3 to contain antioxidant in an amount of about 0.1 to 3% wt. Claim 7 requires the 
composition of claim 3 to contain omega-3 fatty acids in an amount of about 0.1 to about 3% wt. Claim 8 
requires the composition of claim 4 to contain fermentable fibers in an amount of about 0.5 to 20% wt. 
Claim 9 requires the composition of claim 4 to contain the antioxidants in an amount of about 0.1 to 3% 
wt. Claim 10 requires the composition of claim 4 to contain omega-3 fatty acids in an amount of about 
0.1 to 3% wt. Claim 1 1 requires the composition of claim 8 to contain antioxidants in an amount of about 
0.1 to 3% wt. Claim 12 requires the composition of claim 8 to contain omega-3 fatty acids to in an 
amount of about 0.1 to 3% wt. Claim 13 requires the composition of claim 1 1 to contain omega-3 fatty 
acids in an amount of about 0.1 to 3% wt. Claim 14 is directed to a method for managing diarrhea in a 
mammal having a GI tract inflammation, comprising orally administering to the said mammal a 
composition of an anti -diarrhea effective amount of glutamine, fermentable fiber, antioxidants, and 
omega-3 fatty acids. 
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Shields, Jr. et al teach a dog food composition, 'The Herding Diet' which comprises fermentable 
fibers, in the amount of 4.0%; omega-3 fatty acids, in the amount of 0.2%; antioxidants; and glutamine 
(See col. 9, In 48-51; col. 11, In 25-38 & 53-54; col. 12, In 1 1-15; col. 23, In 4-14 & 'Analysis') (Claims 
1-3, 5, 7, & 14). The 'Herding Diet' is specially formulated for dogs that are prone to chronic GI 
inflammation and diarrhea; it is designed to be fed to dogs as a means of controlling GI inflammation and 
diarrhea (See col. 1 1, In 18-28) (Claim 14). Shields, Jr. et al teach that the glutamine is the primary 
source of fuel for the cells for the intestinal tract, and it is beneficial in stress situations (such as times of 
gastrointestinal stress), in particular it is beneficial to cells of the immune system of the intestinal tract 
(See col. 12, In 1 1-22); however, they do not disclose a precise amount of glutamine to include in the diet. 

Wadsworth et al and Klimberg et al both provide similar teachings on the benefits of glutamine 
on intestinal health during times of gastrointestinal stress (such as bouts of diarrhea). Wadsworth et al 
teach glutamine, 5-10% wt, as an additive to animal's diets, specifically dog and cat diets, can provide 
improved digestive system support (See Wadsworth et al, col. 7, In 51-60 and col. 13, In 34-49 (Example 
4)). Klimberg et al teach adding glutamine, 3% wt, to diets of rats suffering gastrointestinal distress from 
abdominal radiation, diminished bloody diarrhea and reduced the incidence of bowel perforation (See 
Klimberg et al, Pg 1040, col. 2- Pg. 1041, col. 2). 

It would have been obvious to the person of ordinary skill in the art at the time the invention was 
made to use the amounts of glutamine specified by either Wadsworth et al or Klimberg et al (5-10% and 
3%, respectively) in the diet disclosed by Shields, Jr. et al. Shields, Jr. et al already teach using glutamine 
in the diet in order to treat stressed GI tracts, however because they do not teach a specific amount of 
glutamine, one of ordinary skill in the art would have been motivated to use the amounts of glutamine 
taught by Wadsworth et al and Klimberg et al. One would expect success because all three teach that 
glutamine treats stressed GI tracts by providing the essential fuel for intestinal immune cells (See, e.g. 
Shields, Jr. et al, col. 12, In 1 1-22) (Claims 4, 6, & 8-13). Though Klimberg et al uses rats as the 
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experimental animal, it would have been obvious to extend the results to include dogs, as described by 
Shields, Jr et al, because they are both mammals, both have simple digestive tracts, and it is known that 
glutamine has similar affects on both, it is simply the amount of glutamine that is extrapolated. For the 
same reasons it would be obvious to extend the results of Shields, Jr. et al, in view of Klimberg et al, to 
include cats; therefore, a diet of the same composition, including glutamine, fermentable fiber, omega-3 
fatty acids, and antioxidants in the specified amounts would be obvious for cats as well as dogs. 

Shields, Jr. et al does teach the importance of antioxidants as scavengers of oxygen, and 
terminators of free radicals, and therefore their inclusion in the diet (col. 5, In 65- col. 6, In 1 1). Shields, 
Jr. et al, however, does not teach a specific amount of antioxidants present in the diet. Wadsworth et al 
also teach inclusion of vitamins and antioxidants, such as vitamins A and E, in amounts from 0-10% by 
weight (See col. 5, In 24-42). However, any pharmaceutical amount would be appropriate for these diets. 
Excess vitamins are flushed from the system; therefore, it would be obvious to include any amount of 
antioxidants, within a pharmaceutically accepted range, with expectations of the benefits and without 
concern of over dosage. Therefore, though Shields, Jr et al is silent on the amount of antioxidants in their 
diet, it would have been obvious to include any amount within a pharmaceutical range, such as 0.1-3% by 
weight (Claims 6, 9, 11, & 13). 

Therefore the invention as a whole would have been prima facie obvious to one of ordinary skill 
in the art at the time the invention was made. 

Claims 1-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over Chandler {In 
Practice, 2002). 

Applicant's claim 1 is directed to a composition suitable for mammalian ingestion in a mammal 
having GI tract inflammation comprising an anti-diarrhea effective amount of glutamine, fermentable 
fiber, antioxidants, and omega-3 fatty acids. Claim 2 requires the mammal to be a dog or a cat. Claim 3 
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requires the composition to be administered in the diet of a dog or cat. Claim 4 requires the composition 
of claim 3 to contain glutamine in an amount of about 0.1 to 5% wt. Claim 5 requires the composition of 
claim 3 to contain fermentable in an amount of about 0.5 to 20% wt of the diet. Claim 6 requires the 
composition of claim 3 to contain antioxidant in an amount of about 0.1 to 3% wt. Claim 7 requires the 
composition of claim 3 to contain omega-3 fatty acids in an amount of about 0.1 to about 3% wt. Claim 8 
requires the composition of claim 4 to contain fermentable fibers in an amount of about 0.5 to 20% wt. 
Claim 9 requires the composition of claim 4 to contain the antioxidants in an amount of about 0.1 to 3% 
wt. Claim 10 requires the composition of claim 4 to contain omega-3 fatty acids in an amount of about 
0.1 to 3% wt. Claim 1 1 requires the composition of claim 8 to contain antioxidants in an amount of about 
0.1 to 3% wt. Claim 12 requires the composition of claim 8 to contain omega-3 fatty acids to in an 
amount of about 0.1 to 3% wt. Claim 13 requires the composition of claim 1 1 to contain omega-3 fatty 
acids in an amount of about 0.1 to 3% wt. Claim 14 is directed to a method for managing diarrhea in a 
mammal having a GI tract inflammation, comprising orally administering to the said mammal a 
composition of an anti-diarrhea effective amount of glutamine, fermentable fiber, antioxidants, and 
omega-3 fatty acids. 

Chandler teaches diets for dogs and cats for the treatment and control of gastrointestinal diseases, 
which result in symptoms such as diarrhea. Chandler et al teach that a diet, which includes fermentable 
fibers, omega-3 fatty acids, antioxidants, and glutamine, can benefit an animal with a stressed 
gastrointestinal tract (See Pg. 529, col. 2, and especially Pg. 533, col. 1) (Claims 1-3). Chandler teaches a 
diet comprising these ingredients can be used as a treatment for gastrointestinal diseases (See especially 
Pg. 533) (Claim 14). 

Though Chandler is silent on the precise amounts of glutamine, fermentable fibers, omega-3 fatty 
acids, and antioxidants, it would have been obvious to a person of ordinary skill in the art to experiment 
with varying amounts, within pharmaceutical ranges, of each ingredient to optimize the treatment 
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potential of the diet. Chandler teach that each specific ingredient plays an important role in maintaining 
and, in times of stress restoring gastrointestinal health (See especially, Pg. 529, col. 1- Pg. 531, col. 1). A 
person of ordinary skill in the art would have been motivated to increase the amount of fermentable fiber, 
omega-3 fatty acids, and antioxidants, and to include glutamine in a diet for a dog or cat with GI tract 
problems because these ingredients are highly digestible, the fiber promotes fecal bulk, the omega-3 fatty 
acids help to decrease inflammation, antioxidants promote immune response, and need to be replaced 
during bouts of diarrhea due to being flushed out, and glutamine has been found to provide energy for 
enterocytes during times of stress, boosting immune ability and GI health (See Chandler Pg. 529, col. 2- 
Pg. 533, col. 1). One would have expected success because Chandler describes a diet containing these 
ingredients as a means for treating GI problems (See Chandler Pg. 529, col. 2- Pg. 533, col. 1). Therefore 
the invention as a whole would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Allison M Ford whose telephone number is 571-272-2936. The examiner can normally be 
reached on M-F 7:30-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Michael Wityshyn can be reached on 571-272-0927. The fax phone number for the organization where 
this application or proceeding is assigned is 703r872-9306. 
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Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Allison M Ford 
Examiner 
Art Unit 1651 



